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1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 8 sheets, including this cover sheet. 

S This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 5 sheets. 



3. This report contains indications relating to the following Items: 



I 




Basis of the report 


II 


□ 


Priority 


III 


□ 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


IV 




Lack of unity of invention 


V 


H 


Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability: 
citations and explanations su porting such statement 


VI 


□ 


Certain documents cited 


VII 




Certain defects in the International application 


VIII 


a 


Certain observations on the international application 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/1 B00/OO426 

I. Basis of the report 

1 With regard to the elements of the international application (Replacement sheets which have been furnished to 
' the receiving Office in response to an invitation under Article 14 are referred to in this mport as "originally filed'' 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 
Description, pages: 

1_7 as originally filed 



Claims, No.: 
V43 



as received on 1 9/04/2001 with letter of 1 9/04/2001 



Drawings, sheets: 

1/8-6/8 as originally filed 



2 With regard to the language, all the elements marked above were available or furnished to this Authority in the 
" language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminaiy examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acfd sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not 30 beyond the disclosure in 
the international application as filed has been furnished, 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been.furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



international application No. PCT/IB00/00426 



□ 



the drawings, 



sheets: 



5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. B This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to- invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

IS not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of intej national preliminary 
examination in establishing this report; 

E3 all parts. 

□ the parts relating to claims Nos. . 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. 



Statement 



Novelty (N) 



Yes: Claims 1-20,23-43 
No: Claims 21,22 



Inventive step (IS) 



Yes: Claims 1 -20,23-43 
No: Claims 21,22 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International applicatior No. PCT/I BOO/00426 



Industrial applicability (IA) Yes: Claims 1 -43 

No: Claims 



2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

V1IL Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on tho question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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INTERNATIONAL PRELIMINARY International application No. POT/I B00/0O426 

EXAMINATION REPORT - SEPARATE SHEET 



SECTION IV: 

The separate inventions are: 

1. A handle assembly (see claim 1) comprising a blade bar urging the distal end of the 
blade into engagement with the handle body. 

2. A handle assembly (see claim 21) comprising a blade bar having a tang for insertion 
in a keyed slot, and a spring for urging the blade bar into the handle body. 

3. A handle assembly (see claim 23) comprising a blade bar having a tang for insertion 
in a keyed slot, a spring for urging the blade bar into the handle body, and a collet. 

4. A handle assembly (see claim 29) comprising a blade bar urging the blade into 
engagement with the handle body, and a collet having a through bore within which the 
blade bar is disposed. 

They are not so linked as to form a single general inventive concept (Rule 13.1 PCT) 
for the following reasons: 

A. A handle assemby for a detachable scalpel blade having a keyed slot, the handle 
assembly comprising: a handle body having a longitudinal axis, and a blade bar having 
a portion protruding from the handle body for engaging the blade (resp. for insertion in 
the keyed slot), is known from the document D1 (= DE-B-1 144437) (see figures 1-2). 

B. A handle assembly according to point 1. does not necessarily comprise a tang and a 
spring according to point 2. T and inversely. 

C. A handle assembly according to point 1. does not necessarily comprise a tang, a 
spring and a collet according to point 3., and inversely. 

D. A handle assembly according to point 1 , does not necessarily comprise a collet 
having a through bore within which the blade bar is disposed according to point 4., and 
inversely. 

E. A handle assembly according to point 2. does not necessarily comprise a collet 
according to point 3, f and inversely. 

F. A handle assembly according to point 2. does not necessarily comprise a blade bar 
urging the blade into engagement with the handle body and a collet having a through 
bore within which the blade bar is disposed according to point 4., and inversely. 

G. A handle assembly according to point 3. does not necessarily comprise a blade bar 
urging the blade into engagement with the handle body and a collet having necessarily 
a through bore within which the blade bar is disposed according to point 4., and 
inversely. 
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SECTION V: 

A. Claims 1-20 and 23-43: 

State of the art: 

The state of the art is given by document D1 (see Section IV Point A.). 
Object of the invention: 

The object of the invention is to provide a scalpel assembly that allows release of 
a blade without requiring medical personnel to touch the blade; that allows release 
of the blade by manipulation with one hand; that allows easy installation; that is 
durable and capable of withstanding repeated sterilization; and with desirable 
ergonometric properties. 

Solution: 

Especially a handle assembly comprising a blade bar urging the distal end of the 
blade into engagement with the handle body (see claim 1); comprising a collet 
(see claim 23); or comprising a collet having a through bore within wh ich the blade 
bar is disposed (see claim 29); is neither disclosed nor suggested in the state of 
the art, 

B. Claims 21 and 22: 

Novelty: 

The present application does not satisfy the criterion set forth in Article 33(2) PCT 
because the subject-matter of claims 21 and 22 is not new in respect of prior art 
defined in the regulations (Rule 64(1)-(3) PCT). 

1. Claim 2H 

Document D1 (= DE-B-1 144437), which is considered to represent the most 
relevant state of the art, discloses a handle assembly having all features of 
independent claim 21 . 



Form PCT/Separate Sheet/409 (Sheet 2) (EPO-April 1997) 



04/03/2003 16:11 FAX 404 815 6555 KS g]009 



INTERNATIONAL PRELIMINARY International application No. PCT/I BOO/00426 

EXAMINATION REPORT - SEPARATE SHEET 



In fact, document D1 discloses a handle assembly (see figures) for a detachable 
scalpel blade (2) (see column 1, lines 1-6) having a keyed slot (see figure 1), the 
handle assembly comprising: (a) a handle body (1) having a longitudinal axis (see 
figure 1), (b) protruding from the handle body (1) a blade bar (7) (si$e column 3, 
lines 56-60) having a tang (see figure 2) for insertion in the keyed slot (see 
column 3, lines 60-64; column 4, lines 19-24; figure 2), and (c) a spring (6) for 
urging the blade bar (7) into the handle body (1) (see column 4, linos 56-62). 

2. Claim 22: 

Document D1 also discloses all features of dependent claim 22 (see groove (30), 
heel (17)). 

SECTION VII: 



1. Claims: 



1.1 The independent claims have not been properly cast out in the two- part form, with 
those features which in combination are part of the prior art (see document D1) 
being placed into the preamble. They, therefore, do not meet the requirements of 
Rule 6.3(b) PCT. 

1 .2 Reference signs in parentheses should have been inserted in the claims to 
increase their intelligibility; Rule 6.2(b) PCT. This applies to both the preamble and 
the characterising portion. 

2. Description: 

2.1 Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein (in a purely factual manner (see PCT-Guidelines 
Chapter II 4.4)). 

2.2 The description is not in conformity with the claims as required by Rule 5,1 (a)(iii) 
PCT. 



Form PCT/Separate Sheet/409 (Sheet 3) (EPO-Aprfi 1997) 



04/03 /2003 16:11 FAX 404 815 6555 KS ©010 



INTERNATIONAL PRELIMINARY International application No. PCT/I BOO/00426 
EXAMINATION REPORT - SEPARATE SHEET 



2.3 The units at page 7, lines 9-1 0 are not SI units. 

2.4 The reference signs (25, 27, 90, 1 01 ) (see figures) are not used in the description. 
SECTION VIII: 

1 . The passage of the description at page 1 , lines 4-6 is not acceptable (see PCT- 
Guidelines Chapter II 4.17). 

2. The term "slot", used in claims 25-27, is not clear (Article 6 PCT). 
In fact, the collet comprises a slit. 
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Claims: 

1. A handle assembly for a detachable scalpel Wade having a keyed slot, the handle 

assembly comprising: m . 

M a handle body having a longitudinal axis, and 

CW abladebarhavingaportionprotru^^ 
the bladeindurgiag^B distal end of die blade into engagement with the handle body. 

2. Reassembly of claim 1, further comprising a spring for urging &e bar. 

3. The assembly of claim 1, wherein the blade is received in a groova inthe 
protruding portion of the bar. 

4. Tbe assembly of claim 2, herein the spring comprises ataperetL coiled spring. 

5. the assembly of claim 3, wherein the bar is bent and the groove is approximately 
parallel to the longitudinal axis. 

6. The assembly of claim 1, further comprising a collet having a through bore within 
which the blade bar is disposed. 

7. The assembly of claim 6, wherein the collet has a slit within whi ch an end of the 
blade is "received. . 

8. The assembly of claim 6, wherein the collet has at least one sloping face for 
guiding the blade into the slit- 

9. The assembly ofclaim 6, wherein 
slit for guiding the blade end into the slit. 

10 The assembly of claim 6, therein the bore is sized and shaped to permit the bar to 
move laterally along one axis orthogonal to the longitudinal axis. 

1 1 The assembly of claim 6, wherein the bore has a generally oval cross-sectional 
shape so that the bar can move laterally withtxx the bore along one axis orthogonal to the 
longitudinal axis. 

8 
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12 The assembly of claim \ , wherein the bar is coupled to an actuator for wgiBg The 
protruding portion of the bar out of the handle assembly for removing the; blade from the 
bar or mounting the blade on the "bar. 

13. The assembly of claim 12, wherein the acmator is a button attached to a rod 
attached to the bar. 

14. The assembly of claim 13, wherein the rod has two ends and me bar attaches to 
one end and the button attaches to the other end. 

15. The assembly of claim 1 , "wherein the handle body further comprises: 

(a) a handle grip, 

(b) a collet having a proximal end, and 
" (c) a collet core. 

16. The assembly of claim 15, wherein me handle grip has a generally oval cross- 
sectional shape. 

17. The assembly of claim 15, wherein the handle grip further comprises ribs. 
1 8: The assembly of claim 1 5, wherein the collet flares at its proximal end. 

1 9. The assembly of claim 1 , farmer comprising a retainer for captu ring the rod within 
the handle body, 

20. The assembly of claim 19, wherein the retainer is attached to ths handle body with 
mating threads. 

21. A handle assembly for a detachable scalpel blade having a keyed slot, the handle 

assembly comprising: 

(a) a handle body having a longitudinal axis, 

(b) protruding from the handle body a blade bar having a tang for insertion in 

the keyed slot, and 

(c) a spring for urging the blade bar into the handle body. 

9 
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22. The assembly of claim 21 5 wherein the tang is defined by a groov- and aheeL 

23. A handle assembly for a detachable scalpel blade having a keyed slot, the handle 

assembly comprising: 

(a) a handle body having a longitudinal axis, 

(b) protruding from the handle body a blade bar having a tang for insertion in 
the keyed slot, 

(c) a spring for urging the blade bar into the handle body, ana 

(d) a collet, 

24. - The assembly of claim 23, wherein the collet further comprises a through bore 
within which the blade bar is positioned, 

25 . The assembly of claim 24, wherein the collet further comprises a slot 

26. The assembly of claim 25, wherein the collet further comprises £l least one face 
sloping toward the slot. 

27. The assembly of claim 26, wherein the at least one sloping face guides the blade 
acid into the slot thereby preventing the blade from disengaging from the heel. 

28. The assembly of claim 23, wherein the tang is defined by a groo ve and a beeL 

29. A handle assembly for a detachable scalpel blade having a keyed slot, the handle 
assembly comprising: 

(a) a handle body having a longitudinal axis, 

(b) a blade bar having a portion protruding from the handle body for engaging 
the blade and urging the blade into engagement with the handle body, and 

(c) a collet having a through bore within which the blade bar is disposed 

30- The assembly of claim 29, wherein the blade is received in a groove in the 
protruding portion of the bar. 
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31. The assembly of claim 30, wherein the bar is bent and the groove is approximately 
parallel to the longitudinal axis. 

32. The assembly of claim 29, wherein the collet has a slit within whj ch an end of the 
blade is received. 

33 . The assembly of claim 29, wherein the collet has at least one sloping face for 
guiding the blade into the slit. 

• 34. The assembly Of claim 29, wherein me collet has a pair of faces s Loping toward the 
slit for guiding the blade end into the slit 

35. The assembly of claim 29, -wherein me bore is sized and shaped to permit the bar 
to move laterally along one axis orthogonal to the longitudinal axis. 

36 The assembly of claim 29, wherein the bore has a generally oval cross-sectional 
shape so that the bar can move laterally whmuthe bore along one axis orthogonal to the 
longitudinal axis. 

37. The assembly of claim 29, wherein the bar is coupled to an actuator for urging die 
protruding portion of the bar out of the handle assembly for removing the blade from the 
oar or mounting the blade on the bar. 

38. The assembly of claim 37, wherein me actuator is a button attached to a rod 
attached to the bar. 



39. The assembly of claim 3 8 , wherein the rod has two ends and the bar attaches to 
one end and the button attaches to the other end. 

40. The assembly of claim 29, wherein the handle body further comprises: 

(a) a handle grip, 

(b) a collet having a proximal end, and 

(c) a collet core. 

41 . The assembly of claim 40, wherein the collet flares at its proximal end. 

11 



r t ,n a on ni AMENDED SHEET 

EiPf anfszeit 19. Apt- 20:04 



04/03/2003 16:12 FAX 404 815 6555 KS B]015 



' - l:06 FA2 4 o4 815^55 KS W IB 000000426 

19-04-2001 W ^ ' 



42. Its assembly of claim 29, further comprising a retainer for capturiag the rod 
within the handle body- 

43; Tte assembly of claim 42, wteein 0* retainer k attached to Aehaudle body with 
mating threads. 
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